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REMARKS 



O 

-ii Claims ]-28 nrc pending in the present appiicaiioii. In the OfTicc Aciion miiiled January 

^3 14. 2005. the Examiner rejected claim 1 under 35 U.S.C. §112, second paragraph, as being 

inclcfiiiilc. I'hc bxaminer ncxl rcjecled claim 28 under 35 U.S.C. §112, second paragraph^ as 
hcing incomplcic Fur omiiJin}' c^sscntial ^inictural cooperalivc rekuiunships of elements. Claims 
1-4, R- 1 K 13-19, and 21-27 were rcjccied under 35 U-S-C § 103(a) as being unpatentable over 
CO Rive (USP 6,30) .666) in view of Nelson et ah (USP 6,56^1,104), and further in view of Uchikubo 

ci uL (USP 6,480.762). Claims 5-7 and 12 were rejected under 35 U.S.C. §!03(a) as being 
unpatentable over Rive in view of Nelson ot al., and further in view of Uchikubo el al. and Mi et 
a I. (USP 6,523,067). Claim 20 was rejected under 35 U.S.C. § 103(a) as being unpalcnl^iblc over 
Rive in view of Nelson et al. and further in view of Uchikubo et al. and Lahtincn (WO 
99/250086). 

Applicanl appreciates ihc withdrawal of the double patenting rejection. 

REJECTIONS UNDER §112 

fhc I'.xaniincr staled llial claini I is indeilnite under §112, second paragraph, because 
"[ijt is unclear what qualitlcaiioi^ for ihc medical device thai Applicynt intends to encompass" by 
calling for ''determining... whether the customer is qualified to use the medical device" and 
"periodically monitoring whether the customer continues to be qualified for the medical device.*' 
However, Applicant disagrees because (I) the claim is not indefinite because it need not set forth 
a preferred embodiment, (2) one ofoidinary AktW in the art will readily rceogni/e thai, within the 
medical fields, individuals are otten required to be qualified to use a given medical device, and 
(3) the claims mc intcrprclcii in li^ht of the Specification, not in a vacuum, i'hat is, individuals 
not meeting prerequisite educational or training criterion are often precluded from n.sing medical 
devices. As such, claini I calls for a method that includes "determining. ..whether a set of criteria 
has been satisned/' wherein one of the *"scl of criteria" includes whether the customer is qualified 
to use a particular medical device. As the Rxamincr has icfcnlified, claim 1 docs not explicitly 
call for any s|>ccific criterion that may l>e evaluated to determine whether the customer is 
qualified, however, one of ordinary skill in the art would be readily apprised of the """set of 
criteria'' neeeswiry to make such a determination. I'h ere fore, claini I i.s not indefinite within the 
meaning of §112. second paragraph. l>ecause (1) it is the Specification that "teaches." not the 
claims. (2) one of ordinary skill would readily understand and recogni/.c the ineanin*; of that 
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^ which is called tor m claim I. see MPHP §2171, and (3) tlic claims are interpreied in light of ihc 

Q Specification* which clearly sets tor a basis tor the set of criteria. 

Rci^ardiiij; claim 28, Ihc Rx«uiincr concluded lhal llic claim was indefinite under the 
mciining of §112. second paratiraph, ''for omitting essential structural cooperative rcUilionships 
between elemenis/' I'irst, as explained below, only the Applicant can identify "essential" 



D 



elenieiKs, not the Examiner. See MPEP §2172.01. Manual of Patent Examining Procedure 



§2172.01 states thai * « cl^itii which oitiiis mailcr Uischs^d to be essential to the invention as 
{iescnhed in the Specification or in ottter statements of record may be rejected...*'. Further, 
MPEP §2172.01 is specific that '^essential matter" can be identified as such if ^'described fry the 
Appticant(s) as necessary io practice the invention.^^ As siich, the i^xamiiier must provide a 
citation or suppoil whhin the Specification for the coucUi-sion ih^i 'M\y p^Mlcular element i^i 
"essential." However, since Applicant has not identified any such eleinents as essential, the 
Examiner's rejection must be withdrawn. 

Second, when properly interpreted, no "gap between.. .connections/' structural or 
otherwise, is present. SpeelJlcally, since claim I calls tor ^'determining whether to grant 
indefinite use of the option in rcsfx^nse to the request ba.scd on whether a set of criteria has been 
satisfied," the Examiner concluded that it is inherently indicated "that the option is not enabled" 
at the outset aruL Mhererore. the step or ^lisablimi the option based on the set of criteria being 
unsatisfied* fcnlled for in claim 28"| could not have occurred." (Hmphasis added). However, the 
Examiner seems to have imputed a time and ordering constraints when interpreting the claims 
that are not actually present in the claims. That is, while claim I and 28 use the quahfication 
siiitus or '"unqiiMlincation" sJahis to dclenniiie whether lo euuble the option (eliiiin 1) or disable 
the option {claim 28), there is nothing in tlie claims that call for these determinations to occur 
contemporaneously. That is. a customer may be determined to be qualified and have the option 
enabled, as called for in claim I . Then, al a later period in time, the customer may be determined 
to have become uiuiiialificd niuL as called for in claim 28, llie option may then be disabled, hi 
fact, claim I explicitly calls for "'periodically monitoring whether the customer continues to be 
qualified tor the medical device." As such, claim 28 calls for disabling the option that when it is 
determined that the customer is no longer "qualified for ihe medical device/' Accordingly, 
neither claim I nor claim 2S is indefinite. 
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^ RE,IECTIONS UNDER §103 

The Rxiiiniimr rcjcclcd claims 1-4. 8-11. l.i-)**. and 21-27 iis beiny unputentable over 
Rive in view of Nelson et al. and ftirther in view of Uchiicijijo et al. Claims 5-7 and 12 were 
^ rcjeclcd as being unpatentable over Rive in view of Nelson et al., and further in view of I Jdiikubo 

ct at. and Mi cl al. Claim 20 was rejected under 35 U.S.C. !)103(a) as being unpatentable over 
Rive in view of Nelson cl al. and rurlhcr in view ufUehikubo e( al. and Lahtinen. Though claims 
I, II, 18, and 22 arc indepciidcni claijns and, ihuii* require scparaic Jind distinct analysis, the 
Kxaminer tbcused the majorit}' ot remarks on the elements of claim I. As such. Applicant's 
rcsponsic is similiirly Ibuuscd on claim 1 . However, while many of the remarks made with res|^ct 
to claim I are directly applicable to clamis M, 18, and 22, each independent claim requirci; 
independent analysis. Therefore, additional remarki; in sup(X)rt of the patentability of claims 1 1, 
1 8, and 22 follow (he analysis of claim t . 
CLAIM. I. 

Regarding claim I, the Examiner disagreed witii Applicant's contention thai "Rive fails 
to teach the activation key is not automatically, self executing or directly cnahlinf> ihc option.*' 
Kiilhcr, the Examiner stated that *'Rive leaches remotely enabling the computer system by use of a 
password/' However, not only i!> ihi^ coticlusion contradictory, it is nol supported by the art of 
record. 

That is, the lExaminer contended that the password of Rive is "auionmtic" or ''self 
cxeeiilin*;." However, one of ordinary skill in the art would readily recognize that a password is 
neither ''automatic*' nor ''-self executing/' In fact, if a pajssword wa-s to be ^'automatic" or ""self 
executing," it would no longer fiuictioji as a password. That is, by definition^ a "pas.sword" is "a 
secret word or phrase that is used to obtain access to a place, information, or a computer .system." 
Cambridge Dictionaries Online (copy enclosed). Sliouid a password be "^automatic" or *'self 
execuring," one would he ennbled lo olnain access willioui being required to "^usc" or prolTer ihc 
password. Therefore^ based on the meaning of the term "password," the password taught by Rive 
cannot be said lo be "automatic"' or **solf executing." 

In this regard. Rive leaches that in response to an activation request, the '"s uppo rt service " 
utilizes a password that ^'enables the support service lo bypass the restrietions phiccd on etJils to 
(he registry 40 and lo disable ihc rcslriclious on titc registry 40/* Col. 1 5, Ins. -15-49. Therefore, 
Rive is clear iluii the password is not "automatic" and does not *'self execute." Rather* the 
"support service" uses the password to unlock the registry oTa particular eoinpuier. I heiefore. 
Kivc teaches thai enabling user access is nol "automfilic" or ".self executing." 
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Furthermore, Rive teaches that enabling user access is not responsive to the reccpUon ofa 
password/activaiion key. That is. Rive is clear that the password is used to "enable|J the support 
service to bypass ihc rcytriciions placcti oii cdilS 10 ihc registry 40 «nd lo disable ihe restrictions 
<^ on the i^gistry ^10." Col. 15. ins. 45-49. Therefore, while the local computer inchides the 

inactive application, the password does not serve to actually activate the inactive application. \i*> 
claimed. This is in direct contrast to claim I, which calls for ''automatically enabling user access 



K) the option resident on the device in response to reception of the activation key." One of 
ordinary skill will readily rccogrnVc that unlocking a previously restricted registry does not 
include '^automatically enabling user access to the option resident on the device in response to 
reception oflhe :iclivation key." In facl. Rive expressly reiterates this fact by requiring that once 
the registry h active (i.e. unJoeked by the password), a subsequent and independent step must be 
taken to actually activate the inactive application. Spccidcrtlly, Rive teaches that "[hjaving 
access to the registry 40, the support service may then modify settings lo ninkc the desired 
application available, readily executable, and easily launched in a conventional manner on the 
computer system 50." Col. I 5. Ins. 49 53. Rive further deiines the step of actually activating the 
inactive application by stating that "the 'nctivation* of the desired application involves the (1) 
restoration of launch icons to the desktop and/or appropriate menus presented by the operating 
system 62 and (2) the designation uflhe application as 'allowed application' within the registry 
40." Col. 15, Ins. .5.3-57. (r.niinieration added). Therefore, Rive does not teach ''automat ieally 
enabling luser access to the option resident on the device in response ro reception of the activation 
key." as called tor in claim 1 . Rather, Rive teaches that the transmission of the password ai>d the 
activation are two separate and distinct steps. First, the support service must utilize a password to 
unlock the registry t)f the eonipuler syslcnr, which wits previously prolected fnun being edited. 
Col. 15, ins. 45—19. Then, only after the registry has been unlocked using the password. Rive 
teaches (he additional and independent step of actually activating the applieution. whieh consists 
of ninhiple subsleps. 

The r.xamincr acknowledged that Rive docs not teach or suggest "determining (or 
authenticating) ajid monitoring u.ser qualification to use a medical device." Nevertheless, the 
Examiner summarily concluded that Nelson el al. teaches that which is elainied. To support this 
conclu.sion, the rixaniiner cited eolunm 5, lines 7-18 and column 15, lines 46-67. However, the 
cited section of column 5 merely states, ^'Further, it is a typical medical practice to keep an 
accurate record t)f past and contemporaneous procedures relating to an IMD uplink with, for 
example, an IMD programmer, i.e. a computer capable of making changes to the firmware or 
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sotlware of an IMD/' Applicant does not believe that such teaches or suggests tdc claimed steps 
oT '*dclermining" and ""pcruKiicuHy inoiiiioHng** whether the customer is and conrhiues 10 be 



qualified 10 use Itic incdioijl device. Siuiilarly, the cited section of column 15 teaches that 

''notifications" or "confirmations" may be communicated from a device implanted in a patient to 

''devices or individuals that have been properly authenticated as having pcnnissiun io view Ihe 

patient data." I herefore, Nelson et al. leaches that ^'patient data" may be communicated from a 

medical device thai has been implanted within a piitient to an auihcmicated person or device. 

0^ However, this tliselosure in iio way teochcs or suaacst the claimed steps of "determining" and 

CO 

'^periodically monitoring" whether the customer is and continues to be qualified to use the 
inedieal device. 

Furthermore, the Examiner aeknowlcdgcd that neither Rive nor Nelson ct al. teach or 
suggest '"remote control activation of a medical device," as called for in claim I. The Examiner 
cited yet a third reference for such a teaching. Specifically, the Bxaminer cited the Abstract of 
Uchikiibo el al. iis teaching "remote eonlrol activation of a medical device." However, even the 
Abstract of IJchiknht) et al. is clear that tlic system taught does not include "remote control 
activation of a medical device." Rather, Uchikubo et al. teaches a system for remotely 
' rewriting/updaling'* programs **stored in Ihe storage dcviee"^ of medical equipment."* Abstract of 
iJcliikubo el al. and, .wa a!s(t^ col. 2, Ins. 24-29. This system for software updating (i.e. 
''rewriting/updating" programs stored on a remote medical device) does not teach or suggest 
**remote control activation of a medical device/' as the Examiner Hsserlcd. because iipdiiting 
programs is independent and distinct Irom permitting/aulhori/ing use. 

Addilionally. though the Bxaininer provided a rejeetion that requires three separate and 
distinct references to he combined, the llsaminer did not provide any support or evidence for the 
proffered combination other than provide conciusory statements. The burden of estublishing a 
prima fitcic ease of obviousness rcciuires ihe Bxaminer to ai nnnatively show that (I) there is a 
rnoi.ivation to eoinbinc; these references in a way done so by the Examiner, other than Appliwml's 
own teaching; (2) the combination would have a reasonable expectation uf success: and (3) all the 
elements of the present claims are present in the references. MPEP §2143. However, the 
Examiner slated that the prolTered combination of Rive and Nelson et at. would be inyiivaled and 
successful because ii would "prevent illegal use of the system and fl provide better patient care." 
Similarly, the Examiner concluded Ihni ihc proffered combination of Rive and Uchikubo el al. 
would be luoiivjiicd and successful because it would be '^cosl effective." At l')csi, these 
conclusions are uierely self serving, 't he Examiner did not supply siny evidence to support these 
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conclusions, i-or example, how would combining Rive and Uchikubo et al. be cost effective? 
Q When prior arl references require a selected combination to render obvious a subsequent 

invention, ihere must be some reason far the combination other than the _h]ndsi>Fht 
from t he invention itselK i.e., something in tlie prior art as a whole must suggest the 
desirability* and thus the obviousness, of making the combination. Uniroyal Inc. v. Rudkin' 
Wiley Corp., 837 F,2d 1044. 5 U.S.P.Q.Zd 1434 (Fed. Cir. 1988). The Examiner must 
provide that '^something in the prior art" to support the proffered combination. Unsupported 
conclusions are InsutTlcient to meet this hurden. 

I'or at least these reasons, dwim 1 is patcntably distinct from the art of record. 
Accordingly, chiims 2-10 jhuI 28 arc also in condition for allowance pursuant to the chain of 
dcpciuJcncy. 
CL AIM 1 1 

With respect to claim 1 1, ihc lixamincr asserted that "the claim limitation is a system 
clnim that is subslanlliilly similiir to nicthod claim I" and is "rejected based on the similar' 
rationale." Applicant does not agree, however, as claim 1 1 includes numerous clement?; that 
differ from claim L l*or example, claim 11 calls for a receiving center to be configured to 
'X'nable recurrent use of ihc at least one inactivated software application resident on the device" 
"•di rectly respons ive to receipt of the access code ." (Emphasis addcdV No whcrc docs claim I call 
for any enablement to be *'direcliy responsive to receipt of the access code.'' i'or at least this 
reason, the bxamincr has not shown that the art of record teaches or suggests \\vd\ which is called 
for in claim II. In lae(, for ;i( least this and the reasons stated with respect to cl.'iim 1, Applicant 
believes claim I I is patentably distinct from the art of record. Accordingly^ claims 12-17 are in 
condition for allowance pursuant to the chain of dependency. 
CLAIM 18 

With respect to claim 18, the Hxaminer again asserted that "the claim limitation is a 
computer progrrnn claim that is sul^stantially similar to mclht)d claim I." As such, the Examiner 
rejected claim hS "based on the similar rationale,'' While the relevant remarks with respect, to 
claim I are hereby incorporated, claim 18 is independent and requires review indc|>endent from 
claim 1 . 

In particular, claim 18 calls for a computer program that causes the computer to perform 
a multi-tiered validalion/qualincaiion check that is not only not lauj^lil or suggested by Rive but is 
ineonsisient with the rctail sale of personal computer to which Rive is directed. Claim 18 calls 
for receipt and validation of (1) a user identifier and (2) a system identifier and then, only after 

13 



PA(2 13/16 * RCVD AT 3/14/20(15 4:20:12 PM [Eastern Standard T^^^^ 



>* Mar. 14. 2005 4:1 7PM ZPS GROUP LLC No. 7204 P. 14 

Q, 
O 

(J Zhang el al. S/N: 09/681,478 

O receipt and validation of by the user and syslcm idciilifier, (3) a deterniination of user 

a qua!it1cation. Accordingly, (inly aflcr iitl ilircc criterion have l>een met, is the computer caused to 

^ "t^ciicnilc Ht\ cicclroilic cnahlcr", as shown in Fig. 2. On Ihc olhcr hand, Kivc docs not icacli or 

suggest this multi-tiered mid thorough vijIitlMl ion/qualification system. Rather, Rive teaches that 
Ihc only qualillca^io" U) having an option enabled is compensiUion. See col. 16, Ins. 60-67 and 
col. 17. Ills. 7-26. Winic Kivc leaches ihc use of a system identifier and an option idenlifier to 
discern whclhcr Uic desired opiion is currently installed on the syslem. Rive docs not consider any 
user identifier or llic qiialitlcations of user. 

Furthermore, though the Examiner made no statement of how the ait of record applies to 
this multi-tiered validalion/qualificaiion check, neither "Nelson et al. and Uchikubo et al. teach or 
suggest that which is claimed. Rather, Nelson et al. is directed to a system for remotely 
monitoring medical devices planted within a patient and Uchikubo ct al. is directed to a system 
for remotely rewriting soAware stored on a medical device. These systems do not include nor do 
they teach or suggest the claimed riiulii-iiercd validatioiVqualitlcation check. 

Therefore, for at least the$c reasons^ claim 18 is patentably distinct Irom the art of record. 
As such, elaiims 19-21 arc in condition tor allowance pursuant to the chain of dependency. 
CLAIM 22 

With respect to claim 22, the Rxamincr rejected the claim concurrently with claim I. 
However, lx:yoiul the remarks addressing claim L the Examiner asserted that though Rive does 
not teach or suggest ^'determine whclhcr the medical imaging device is capable of supporting the 
opiion requested." such is ^Snherent'* in Ihe .<iystcm of Rive. 

I he b'x Milliner must provide rational or evidence tending to show the asserted inherency. 

See MPHP §2112. Furdiermore. "'[tjhe fact that a certain result or characteristic may occur or be 

present in the prior an is not sunilcicnt to establish the inherency of that result or characteristic."* 

In re Rijckaert, 9 K.3d 153K 1534, 2« USHQ2d 1955, 1957 (Fed, Cir. 1993); in re Oetrich, 666 

F.2d 578, 58I-K2, 212 tJSPQ 323, 326 (CCPA 1981). Specifically, in proffering a rejection 

relying on inherency the Eximiiner must first overcome a heavy burden. In particular: 

To establish inherency, the extiinsic evidence "must make clear tfial the missing 
descriptive matter is necessarily present in the thing described in the reference, 
and that it would be so recognized by persons of ordinary skill. Inherency, 
however, may not he established by probabililic-S or possibilities. The mere fact 
that a ceriain ihing may result from a given set of circumstances is not 
sulTieient."' 

MPEP §2112, in re Robertson, 169 F.3d 7't3, 745, 49 USPQ^tl 1949, 1950-51 (l ed. Cir, 1999) 
(cilHtion omilted). 
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^ Therefore. "fi'|n relying upon the theory of inherency, ihe (examiner rnusi provide a basis 

ill f;icl Jind/or technical j-easoning to reasonably supporl ihc deicnninatioii that the allegedly 
(3 inherent characteristic necessiirily flown from the teachings of the applied prior art." Ex ptirte 

Levy, 17 USPQ2d 1461, I4M (fid. Pat. App. &. Inter. 1990) (emphasis in originjil). It there lore 
follows tliai the Rxaniiner must provide objective evidence or cogent technical reasoning to 
support the conclusion of inherency or Ihe rejection fails and must be withdrawn. Applicant 
Cfi hereby requests such evidence and, if such is provided, requests that any subsequent action be 

non-llnal so th;ii Applicant may be afforded the opportunity to respond to Hiiy new evidence 
profT'ercd. 

Nevertheless, for at le«sl the rciisons previously stated with respect to chiims I, 1 L and 
1 8, Applicant believes claim 22 is patentably disiinci from the ait of record, i-iirthermore, claims 
23-27 are in condition for allowance pursuant to the chain of dependency. 

I hcrefore, in light of at least the foregoing, Applicant rcspcclfully believes that the 
present application is in condition for allowance. As a result. Applicant respectfully reque.sts 
timely issuance ofa Notice of Allowance for claims 1-28. 

Applicant appreciates llic Hxaminer's consideration of these Amendments ;ind Remarks 
;ind cordially inviles the r.xamincr to call the undersigned, should Ihe BxHininer consider any 
matters unresolved. 




Respectfully submitted, ^ 
lack M. Cook 

RegislrHiiun No. 56.(J9X 
f>hi»]ic 262-376ol70 



Dated: 

Attorney LXie^cl No/ GnMS808 1 .063 
P.O. ADDRESS: 

Ziolkowski Patent Solutions Group, SC 
HI35 North Ccdnrburu. Road 
Mequon. Wl 530*^>7-l416 
262-376-5170 
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